RECOMBIVAX HB- hepatitis b vaccine (recombinant) injection, suspension
Bamboo US BidCo LLC

RECOMBIVAX HB® Hepatitis B Vaccine (Recombinant)
Suspension for intramuscular injection
Initial U.S. Approval: 1986

These highlights do not include all the information needed to use
RECOMBIVAX HB safely and effectively. See full prescribing information for
RECOMBIVAX HB.

PRINCIPAL DISPLAY PANEL - 0.5 mL Syringe Carton
10 Single-Dose 0.5-mL Syringes

HEPATITIS B VACCINE
[RECOMBINANT]
RECOMBIVAX HB ®

PEDIATRIC/ADOLESCENT FORMULATION
No Preservative

This package contains 10 single-dose syringes. Each 0.5-mL syringe contains
5 mcg of hepatitis B surface antigen adjuvanted with amorphous aluminum
hydroxyphosphate sulfate.

Vaccine is prepared from fermentation cultures of a recombinant strain of
the yeast
Saccharomyces cerevisiaecontaining the gene for the adwsubtype of HBsAg.

This Product Contains No Thimerosal.
Rx only
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. 10 Single-Dose 0.5-ml Syringes
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IRECOMBINANT]
RECOMBIVAX HB°®

PEDIATRIC/ADOLESCENT FORMULATION

No Preservative

This package contoins 10 nlgle-due syringes. Ench 0.5-mL syringe contains
5 meg of hepatitis B surfuce antigen adjuvanted with amorphous alvminem
hydroxyphosphate sulfate.

Vuccine is prepared from fermentation cultures of o recombinant strain of the yeast
Saccharomyces cerevisine contoining the gene for the adw subtype of HBsAyg.

This Product Contains No Thimerosal. Rx only

Iy

6-40

e

)

TRassEalsyfiil |y

“Saju 40 sy pun ys‘r Augny
W0 RPN 0L @ Wil

2000 ON “11°1409°5 )

SN S90£0 [ Homyoy

T uyoq pdioys ey

<hg paynquisig pun painpuyoun g

TLEFTLH008 | || uoupuuOi DRI pup papid oy
safiur1fe -5 0 asop-afu g |

Wiy woy yeyoig Aouajod shaysapfu zaany 2ous 7 By 10N 00
"o 9 9E)) 8- T ai0ig

“hjoemsgpoayu so Rsaouasoyu paug jou og

“&n g o abuudspioxigpup fukundwonn s =hosog

SAneAIasalid o SJUSEAPPD puD ‘W\IpjUp SpuD jul w0 Jog
'ONISN 340438 T1IM IHYHS

No Preservative

suaprsu oj sopup Bukunduwono aas;
‘1o pyfio 15 Gund pun pu nimﬂql Burdsmifi Aq Angwo y abuifs aoway

HEPATITIS B VACCINE [RECOMEBINANTI]

RECOMBIVAX HB”
PEDIATRIC/ADOLESCENT
FORMULAT ION

10 Single-Dose 0.5-mL Syringes
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PRINCIPAL DISPLAY PANEL - 1.0 mL Syringe Carton



10 Single-Dose 1.0-mL Syringes

HEPATITIS B VACCINE
[RECOMBINANT]
RECOMBIVAX HB ®

ADULT FORMULATION
No Preservative

This package contains 10 single-dose syringes. Each 1.0-mL syringe contains
10 mcg of hepatitis B surface antigen adjuvanted with amorphous aluminum
hydroxyphosphate sulfate.

Vaccine is prepared from fermentation cultures of a recombinant strain of

the yeast
Saccharomyces cerevisiaecontaining the gene for the adwsubtype of HBsAg.

This Product Contains No Thimerosal.
Rx only
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O 10 Single-Dose 1.0-ml Syringes

[RECOMBINANT]
RECOMBIVAX HB®

ADULT FORMULATION
No Preservative

This package contains 10 single-dose syringes. Each 1.0-mL syringe contains

10 meg of Eqmﬁﬁs B surface anfigen adjuvanted with anorphous alurainum

hydroxyphosphate sulfate.

Vaciine is prepared from fermentafion cultures of a recombinant strain of the yeast
cerevisiae containing the gene for the adw subtype of HBsAg.

Encoding area:

This Product Contains No Thimerosal. Rx enly
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HEPATITIS B VACCINE [RECOMBINANT]

RECOMBIVAX HB®

10 Single-Dose 1.0-ml Syringes
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RECOMBIVAX HB

hepatitis b vaccine (recombinant) injection, suspension

Product Information

Product Type VACCINE

Route of Administration SUBCUTANEOUS, INTRAMUS CULAR

Active Ingredient/Active Moiety

Ingredient Name

HEPATITIS B VIRUS SUBTYPE ADW HBSAG SURFACE PROTEIN
ANTIGEN (UNII: XL4AHLC6JH6) (HEPATITIS B VIRUS SUBTYPE ADW HBSAG
SURFACE PROTEIN ANTIGEN - UNII:XL4HLC6)H6)

Product Characteristics
Color white (slightly opaque, white)
Shape
Flavor

Contains

Packaging

Item

e Code

Package Description

1

085-02 Device/System (syringe, patch, etc.)

Marketing Information

Application Number or Monograph
Citation

Marketing
Category

BLA BLA101066

RECOMBIVAX HB

hepatitis b vaccine (recombinant) injection, suspension

Product Information

Product Type VACCINE

Route of Administration SUBCUTANEOUS, INTRAMUS CULAR

Active Ingredient/Active Moiety

Ingredient Name

HEPATITIS B VIRUS SUBTYPE ADW HBSAG SURFACE PROTEIN
ANTIGEN (UNII: XL4HLC6JH6) (HEPATITIS B VIRUS SUBTYPE ADW HBSAG

NDC:83703- 0.5 mL in 1 SYRINGE; Type 3: Prefilled Biologic Delivery

Marketing Start

Item Code (Source) NDC:83703-085

Basis of Strength  Strength
HEPATITIS B VIRUS SUBTYPE |
ADW HBSAG SURFACE in g 5 mL
PROTEIN ANTIGEN '
Score
Size
Imprint Code
Marketing Marketing
Start Date End Date

Marketing End

Date Date

02/26/2026

Item Code (Source) NDC:83703-086

Basis of Strength  Strength

HEPATITIS B VIRUS SUBTYPE

ADW HBSAG SURFACE LoLe

inm 1 mlI
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SURFACE PROTEIN ANTIGEN - UNII:XLAHLC6)H6) PROTEIN ANTIGEN

Product Characteristics

Color white (slightly opaque, white) Score
Shape Size
Flavor Imprint Code
Contains
Packaging
Iitem S Marketing Marketing
# Code PEEEEE i Start Date End Date
1 NDC:83703- 1 mL in 1 SYRINGE; Type 3: Prefilled Biologic Delivery
086-02 Device/System (syringe, patch, etc.)

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
BLA BLA101066 02/26/2026

Labeler - Bamboo US BidCo LLC (119087615)

Revised: 3/2026 Bamboo US BidCo LLC
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